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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. Claims 1, 3-6, 10, 11, 30-33, 47, and 51 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Lorentzen Cornelius et al. (6,068,634) in view of Osborn (US 
5,409,495). 

With regard to claims 1, 3, and 4, Lorentzen Cornelius et al. (hereinafter 
Cornelius) discloses a stent introducer having a shaft (18) with a distal tip (28), an inner 
sheath (16) over the shaft, an anterograde sheath (24) attached proximally to the tip 
and mounted over a portion of the stent, and anchoring means (14) for anchoring the 
stent's proximal end after the stent has been released and expanded and which 
minimizes axial movement of the proximal end of the stent relative to the body lumen. 
The balloon if slightly expanded before the tip was moved distally to release the distal 
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end of the stent could anchor the proximal end of the stent against axial movement. 
The balloon could also be used to set the stent against and into the vessel wall if 
inflated to a high enough pressure. The inner sheath defines the inflation lumen for the 
balloon. 

However, Cornelius does not specifically disclose the inner sheath (16), inflation 
lumen, as concentrically disposed under the stent. 

Osborn teaches that it is well known in the art for inflation lumens to extend 
under the stent and balloon. Figure 3 of Osborn discloses an inflation lumen (41) that 
extends under the middle portion of balloon (30) (column 7, lines 47-50). Additionally, 
this modification involves a mere change in size which is generally recognized as being 
within the level of ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 1955). 
Therefore, it would have been obvious to one of ordinary skill in the art to merely alter 
the size of the Inflation lumen (1 6) of Cornelius so that It extends to the middle portion of 
the balloon. This would then produce the stent mounted concentrically over the Inner 
sheath (16). 

With regard to claims 5 and 6, a retrograde sheath (22) extends distally over 
the balloon. As shown In Figure 1, the retrograde sheath is mounted concentrically over 
the balloon, shaft, and Inner sheath. 

With regard to claims 10 and 11, a radial spacer (27) is attached to the distal tip 
and provides sufficient space between the inner sheath and anterograde sheath. 

With regard to claim 30, as shown in Figure 1 , the retrograde sheath extends 
axially over a proximal end of the stent (20). 
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With regard to claim 32, the retrograde sheath and the anterograde sheath are 
laterally spaced from one another (Figure 1 ). 

With regard to claims 31, 33, and 51, it is the examiner's position that it would 
have been obvious to one of ordinary skill in the art at the time of the invention to 
change the size of the retrograde sheath, anterograde sheath, or both. A change in 
size which is generally recognized as being within the level of ordinary skill in the art. In 
re Rose, 105 USPQ 237 (CCPA 1955). Therefore, one sheath would be longer than the 
other or both sheaths would be longer and abut or overlap each other. 

With regard to claim 47, Osborn further teaches the advantage of utilizing three 
balloons (30, 33, 34) to expand the stent so that a more uniform expansion is produced 
(column 6, lines 57-59; column 8, lines 15-18). Therefore, it would have been obvious 
to one of ordinary skill in the art at the time of the invention for Cornelius to also utilize 
three balloons to expand the stent. Therefore, the proximal balloon (33) of Osborn 
would be located only under the retrograde sheath. Cornelius in view of Osborn then 
produces an introducer wherein a balloon (33) is mounted inside of only the retrograde 
sheath. 

4. Claims 7, 8, and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lorentzen Cornelius et al. (6,068,634) in view of Osborn (US 5,409,495) as applied 
to claims 1 and 6 above, and further in view of Zadno-Azizi et al. (US 6,022,336). 
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Cornelius in view of Osborn discloses a stent introducer comprising a shaft, an 
inner sheath, and a retrograde sheath. However, neither Cornelius nor Osborn disclose 
a medial sheath located between the inner sheath and the retrograde sheath. 

Zadno-Azizi et al. (hereinafter Zadno-Azizi) teaches that a reinforcing layer, 
specifically a metal braid, is well known in the art to provide increased stiffness (column 
9, lines 51-59). It is the examiner's position that such a reinforcing layer overlaps the 
instantly claimed sheath. It is further the examiner's position that it would have been 
obvious to one of ordinary skill in the art at the time of the invention for the introducer of 
Cornelius in view of Osborn to comprise an additional layer of a braided metal sheath 
between the inner sheath and retrograde sheath to provide increased stiffness. 

Since Zadno-Azizi further teaches the advantage of providing variable stiffness 
along the length of an introducer (column 9, lines 51-54). Variable stiffness allows the 
introducer be sufficiently rigid to travel through a patient's vasculature but still flexible 
enough to allow for quick turns through torturous anatomy. The variable Zadno-Azizi is 
accomplished by providing the proximal region with greater stiffness than the distal 
region. Therefore, it would have been obvious to one of ordinary skill in the art for the 
reinforcing braided sheath to terminate proximal the distal end portion of the introducer. 
This would produce a braided sheath that terminates proximal of the balloon. 
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Response to Arguments 

5. Applicant's arguments filed 1 0/09/2008 have been fully considered but they are 
not persuasive. 

Specifically, applicant argues that the anchoring means of Cornelius does not 
anchor the proximal end of the endoluminal device nor minimize relative axial 
movement of the endoluminal device. However, the anchoring means of Cornelius, 
balloon (14), lies radially underneath the endoluminal device, stent (20). The balloon if 
slightly expanded before the distal tip was moved distally to release the distal end of the 
stent could anchor the proximal end of the stent against axial movement. Basically, If 
the distal tip or even the distal sleeve (24) was removed, the balloon would anchor the 
stent until the balloon was expanded to high enough pressure. Although the distal tip is 
mounted to the catheter with an adhesive, it is still capable of being removed. 

The balloon Is also used to set the stent against the vessel wall when Inflated to 
a high enough pressure. This would then anchor the proximal end of the stent against 
the vessel wall after expansion of that proximal end. Once the stent is placed against 
the vessel wall via the balloon, the balloon minimizes axial movement of the stent since 
It maintained against the vessel. While the balloon Is expanded to this high pressure, 
the remaining distal portion of the stent is also unsheathed. Therefore, expanding the 
balloon to a high enough pressure to expand the stent against the vessel wall also 
overlaps the instant claims with regard to the anchoring means. 
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Conclusion 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of tine extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AMY T. LANG whose telephone number is (571)272- 
9057. The examiner can normally be reached on M-F 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to tine Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



01/23/2009 
/Amy T Lang/ 
Examiner, Art Unit 3731 

/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 



